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21 CFR Ch. I (4–1–10 Edition) § 573.620 

amount not to exceed 4 percent of the 
finished feed. 

§ 573.620 Menadione 
dimethylpyrimidinol bisulfite. 

The food additive, menadione 
dimethylpyrimidinol bisulfite, may be 
safely used in accordance with the fol-
lowing conditions: 

(a) The additive is the 2-hydroxy-4,6- 
dimethylpyrimidinol salt of menadione 
(C17H18O6N2S). 

(b) The additive is used or intended 
for use as a nutritional supplement for 
the prevention of vitamin K deficiency 
as follows: 

(1) In chicken and turkey feed at a 
level not to exceed 2 grams per ton of 
complete feed. 

(2) In the feed of growing and fin-
ishing swine at a level not to exceed 10 
grams per ton of feed. 

(c) To assure safe use, the label and 
labeling of the additive shall bear ade-
quate directions for use. 

§ 573.625 Menadione nicotinamide bi-
sulfite. 

The food additive may be safely used 
as follows: 

(a) The additive is 1,2,3,4-tetrahydro- 
2-methyl-1,4-dioxo-2-naphthalene sul-
fonic acid with 3-pyridine carboxylic 
acid amine (CAS No. 73581–79–0). 

(b) The additive is used or intended 
for use as a nutritional supplement for 
both the prevention of vitamin K defi-
ciency and as a source of supplemental 
niacin as follows: 

(1) In chicken and turkey feeds at a 
level not to exceed 2 grams per ton of 
complete feed. 

(2) In growing and finishing swine 
feeds at a level not to exceed 10 grams 
per ton of complete feed. 

(c) To assure safe use, the label and 
labeling of the additive shall bear ade-
quate directions for use. 

[64 FR 46840, Aug. 27, 1999] 

§ 573.637 Methyl esters of conjugated 
linoleic acid (cis-9, trans-11 and 
trans-10, cis-12-octadecadienoic 
acids). 

The food additive, methyl esters of 
conjugated linoleic acid (cis-9, trans-11 
and trans-10, cis-12 octadecadienoic 
acids), may be safely used in swine feed 

in accordance with the prescribed con-
ditions: 

(a) The food additive is manufactured 
by the reaction of refined sunflower oil 
with methanol to produce fatty acid 
methyl esters, which then undergo con-
jugation to yield methyl esters of octa-
decadienoic acid. The additive consists 
of not less than 28 percent methyl ester 
of cis-9, trans-11-octadecadienoic acid, 
and not less than 28 percent methyl 
ester of trans-10, cis-12-octadecadienoic 
acid with the sum of the other methyl 
esters of octadecadienoic acid not to 
exceed 4 percent. The additive shall 
contain not less than 35 percent of 
other fatty acid esters composed of 
oleic acid, palmitic acid, stearic acid, 
linoleic acid, and other associated acid 
esters. 

(b) The additive is used or intended 
for use in the feed of growing and fin-
ishing swine as a source of fatty acids 
at levels not to exceed 0.6% in the fin-
ished feed. 

(c) The additive meets the following 
specifications: 

(1) Free methyl alcohol not to exceed 
0.015%. 

(2) Insoluble impurities not to exceed 
0.1%. 

(3) Moisture not to exceed 0.5%. 
(4) Unsaponifiable matter not to ex-

ceed 1.0%. 
(d) To assure safe use of the additive, 

in addition to the other information re-
quired by the act: 

(1) The label and labeling of the addi-
tive and any feed premix shall bear the 
following: 

(i) The name of the additive. 
(ii) A statement to indicate that 

methyl esters of conjugated linoleic 
acid (cis-9, trans-11 and trans-10, cis-12 
octadecadienoic acids) must not be 
added to vitamin or mineral premixes. 

(2) The label and labeling of the addi-
tive, any feed premix, or complete feed 
prepared therefrom shall bear adequate 
directions for use. 

[73 FR 64198, Oct. 29, 2008] 

§ 573.640 Methyl esters of higher fatty 
acids. 

The food additive methyl esters of 
higher fatty acids may be safely used 
in animal feeds in accordance with the 
following prescribed conditions: 
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